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I. Basis of the report 

1 . This report has been drawn on the basis of [substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed' and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

1 -26 as originally filed 

Claims, No.: 

1 -40 as originally filed 

Drawings, sheets: 

1 /5-5/5 as originally filed 

2. The amendnnents have resulted in the cancellation of: 

□ the description, pages: 

□ the clainns, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the annendnnents had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
K claims Nos. 31-40. 

because: 
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K the said international application, or the said claims Nos. 31-40 relate to the following subject nr>atter which 
does not require an international preliminary examination {specify): 

see separate sheet 

□ the description, claims or drawings {indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed {specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be fomned. 

□ no international search report has been established for the said claims Nos. . 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



1-40 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



1-40 



Industrial applicability (lA) 



Yes: 
No: 



Claims 
Claims 



1-30 



2, Citations and explanations 



see separate sheet 
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III 

Claims 31-40 relate to a method for medical treatment of the human or animal 
body. 

V 

(N) A drug targeting system for administration to a mammal comprising nanoparticles 
made of a polymeric material, said nanoparticles comprising said polymeric 
material, one or more physiologically effective substance(s) to be delivered to said 
mammal and one or more stabilizer(s) for said nanoparticles allowing targeting of 
said physiologically effective substance(s) to a specific site within or on a 
mammalian body, and a physiologically acceptable carrier and/or diluent allowing 
the transport of said nanoparticles to the target within said mammal after 
administration, as defined in claims 1 to 14 of the present application, is already 
disclosed in documents W095/22963 (D1), WO94/15590 (D2), EP-A-0 330 180 
(D3), EP-A-0 486 959 (D4) and FR-A-2 612 400 (D5). The same applies to the 
method for preparing said drug targeting systems (claims 15-30) and to the use of 
said drug targeting system for the preparation of a medicament (claims 31-37) 
and to the method as defined in claims 38 to 40 of the present application. 
The relevant passages are: D1; page 7, lines 8-13; page 9 -page 13; examples 
1. 2 : claims 1-30 -- D2; page 1, lines 5-8; page 2, line 3-4, 25-30; page 4, lines 13- 
15; page 5, lines 7-10; page 6, line 22 - page 7, line 2; page 7, lines 20-23; page 
9, line 28 - page 10, line 14; example 8 -- D3; abstract; page 4, lines 8-17; page 
5, lines 2-25; example 1 - D4; abstract; page 3, line 43; page 4, lines 6-7; 
examples; claims 1-6 -- D5; abstract; page 3, line 39 - page 4, line 6; page 8, line 
37 - page 9, line 27; page 9, lines 36-38; claims 2,9,14 and 15, 
The stabilizers used according to the present application are defined in claims 9 to 
13 and in the description page 18, last paragraph to page 19, third paragraph. 
Such substances are disclosed in the documents D1 to D5 mentioned above. 
The expression "... and one or more stabilizer(s) for said nanoparticles allowing 
targeting of said physiologically effective substance(s) to a specific site within or 
on a mammalian body;" in claim 1, characterises the invention by indication of the 
result to be achieved (cf. description, page 4, paragraph 3), and does not imply 
any technical feature which would distinguish the claimed subject-matter from that 
known from the prior art (Guidelines C-IV 7.6 PCT). 
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(IS) The question - Is there inventive step - only arises if there is novelty. 

Moreover, it appears that the problem which faced the skilled man at the priority 
date of the present Application (description page 4, last paragraph) has already 
been described and solved in document D1 (D1; page 5, paragraph 3 to page 6, 
paragraph 4). 

(lA) The industrial applicability is beyond any doubt. 
Industrial applicability of claims 31-40 

The wording of claims 31-37 "Use of the drug targeting system in the preparation 
of a medicament allowing one or more physiologically effective substance(s) to be 
targeted to a specific site within or on a mammalian body" is not clearly directed to 
the use of said system for the preparation of a medicament. The claimed use in 
the preparation of a medicament is still directed to the medicament as such. 
However, the use of a medicament allowing one or more physiologically effective 
substance(s) to be targeted to a specific site within or on a mammalian body, 
relates to a method for medical treatment of the human or animal body. 
Claims 38-40 directly relate to a method for medical treatment of the human or 
animal body. 

For the assessment of the present claims 31-40 on the question whether they are 
industrially applicable no unified criteria exist in the PCT Contracting States. 
The patentability can also be dependent upon the formulation of the claims. 
The EPO, for example, does not recognize as industrially applicable the subject- 
matter of claims directed to the use of a compound in medical treatment, but may 
allow, however, claims directed to a known compound for first use in medical 
treatment and the use of such a compound for the manufacture of a medicament 
for a new medical treatment. 
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This International Search Report consists of a total of . 
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fxl It is also accompanied by a copy of each prior art document cited in this report. 



1. 1^ Certain claims were found unsearchable(see Box I). 

2. Q Unity of invention is iacl(tng(see Box II). 

3. Q The international application contains disclosure of a nucieotide and/or amino acid sequence iisting and the 

international search was carried out on the basis of the sequence listing 

I I filed with the international application. 

I I furnished by the applicant separately from the international application, 

I I but not accompanied by a statement to the effect that it did not include 
matter going beyond the disclosure in the international application as filed. 
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4. With regard to the title, Q the text is approved as submitted by the applicant 

[xl the text has been established by this Authorityto read as follows: 

DRUG TARGETING SYSTEM, METHOD OF ITS PREPARATION AND ITS USE 



5. With regard to the abstract. 



□ 



the text is approved as submitted by the applicant 

the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
Box III. The applicant may, within one month fromthe date of mailing of this International 
Search Report, submit comments to this Authority. 



6. The figure of the drawings to be published with the abstract is: 

Figure No. as suggested by the applicant. 

I I because the applicant failed to suggest a figure. 

I I because this figure better characterizes the invention. 



[Yl None of the figures. 
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(54) Title: DRUG TARGETING SYSTEM, METHOD OF ITS PREPARATION AND ITS USE 



(57) Abstract 



A composition and method of fabrication are presented with which nanoparticles may be used as a tool to deliver drugs to a specific 
target within or on a mammalian body. Specifically, by using stabilizers other than Dextran 70.000 during the polymerization process, 
according to the present invention, surfactants, which were deemed necessary coating material in the prior art, are no longer required. 
This is a significant simplification of the fabrication procedure. Many substances are useful as stabilizers, but the preferred stabilizers 
comprise Dextran 12.000 or polysorbate 85. In the present invention a drug is either incorporated into or adsorbed onto the stabilized 
nanoparticles. This drug/nanoparticle complex is then administered to the organism on any route such as by oral application, injection or 
inhalation, whereupon the drug exerts its effect at the desired site of pharmacological action. In a novel medical treatment process, the 
drug/nanoparticle complex may be administered preferably either by intravenous injection or by oral application. The resulting drug action, 
which does not occur or which occurs only to an insufficient extent when the drug is administered alone, shows that when linked to said 
nanoparticles drugs can reach a specific target within or on the mammalian body. The usefulness of the present invention as a universal 
approach to deliver any drug or diagnostic agent to a specific target within or on the mammalian body was demonstrated by experiments 
showing an unexpected transfer of the drug across the blood brain barrier. 
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